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DEPT OF HEALTti.ANP HUFJIANSERVICES APPLICATION FOR A VARIANCE Fsxir’I Appfo@d No. 57-

PU6LIC HEALTH SERVICE FROM 21 CFR 10$0.11 (c) FOR A
F- N-ID DRuG ADMINISTRATION LASER LIGHT SHOW, DISPIAY DOCKET NUMBER

N13TE, NOfaserhgm FXIeWor chsplaydewcemay waryfrom compliancewKt’I21 CFR 1041 l(c) m desm
Or~se wdvwt tnc a~prww cft)vs apuIIcahonm wcordanca WIWI21 CFR 10104

INSTRUCTIONS
I chOch w apphcabk ofxs ana tYpaor pm the reqw-ca mbrrnxm 3 Mad YQM1appllc~lon m me H@rln9 CI=ZrK.F-and D~9
2 S@mlt w?DrI~melmm teur (4JCOW$ AdtTWnlS!~N@Rwm 465. 5S00 Fmrre= Lane, RDcmIIlle,MD 208S7

4 Enter~k~ Numt-r Ifa=19n=Q.

I NAME OF COMPAN~

Thunderbolt Sound & Lighting, Inc.

2 ADDRESS OF COMPAN Y (IncludeZJP Code)

1914 F. Edirtgtw Ave.. Santa Aria, Califwnia 92706 ‘

3 NAME OF I?ESFCW%BLE PERSON T
4 TELEPHONE NO. (Incl.d area cc+ 5 DATE OF SUBMISSION

Ian Ingram 7142581048 Augw 20.1998

I I
G The appl~am req~ds th~ .r+rlancerOPE U-Ieffw fO[ a pwrodd & ysws trom me sated Issue. (IR9--1 rhQA9*Y “[l w-e

a varlimce& Wk w Ywm tr a lcfgrw* ma15?awha@9duJMtfearibn mum be arta@c@ U*.oeflaft~e WM4catf~J

7. PRODUCT DESCRIPTION AND USE
J LIST NAME A?@ MODEL NLJM6ER(s)

MOBOUUER MLIO-2~, MLl@300, MLIO-300W, MLIO-1OOOML1O-1 C?G,ML102.5G

o PR6DuCT FOR WHICH A VARIANCE IS REOLIEST!=
_ A LASER DISPLAY DEvICE

_ A PROJECTQR FOR # @SER LIGHT gFIOW
~ A MSER LIGPITWIQw
_ oTHEP {SpecfY)

G.~ PROJECTORS ARE INTENDED FOR SALE, L~SE OR LOAN To
oTHER LASER LIGHT SHOW PRODUCERS

q PRODUCT IS INTEND=J FOR USE IN A
L PWNETARIUM OR oTmER DOME PROJECTION STRUCTURE
~ THEATER
~ DISCOTHEQUE OR PJIGIITCLUB
A PAVILION
~ IN-R ARENA
~ OUTDOOR ARENA
~ MUSEUM
A OUTDOOR ENCLOSED AREA
_ oTHER (Sps+)

e. PRODUCT IS INTENDEP TO BE uSED
L AT ONLY ONE (fwx?} LOCATION
J AT A vARl E?Y OF (twl L~ATloN s
_ OTtiE R (sP6e/&)

8 LASER IUDI
WS,ER 14EKIIUM(W H*NC%erc} 1, WAVELENG

AJgon 45!%514 nm
I Argon I t@pU3n I 4S5-670 nrn

f. PRODUCT IS INTENPED Te BE usi=P AT ANY orJE L&J+TloN
~ MORE THAN 15 DAYS
& MORE TnAh’ 5 BuT IUOTMORE THAN 15 DAYS
& LESS THAN 5 DAYS

g TOUR IS INTENDED TO RUN FOR
_ MORE THAN 6 MONTHS
_ 1JSMONTHS
_ LESS THAN 1 MONTH
_ OTHER (SP=I&)

h. F’RODUCT UTILIZES THE FOLLOWING LASER EFFECTS
~ FRONT SCREEN PROJECTIONS
& REAR SCREEN Pi?OJECTloNs
_ HOL@~HIC DI!3PWYS
A- MuLTIPLE REF@CTIONS (mdhple crmnneleof utffrawd @SCrSJ
_ AUDIENCE SCANNING
& REFLECTIONS FROM STATIONARY MIRROR(s) oR

MIRRORED SURFACEs
~ STATIONARY IRRADIATION OF ROTATING MlRROR E3ALL(S)

OR OTHER MIRRORED SMAPES
~ SCANNING IRWDIAY!ON OF ROTATING MiRROR BALL(S)
~ FIBER OPTIC PROJECTIONS
A FOG, SMOICE OR OTrrER SCATTERING EFFECTS
_ OTHER (spec:ry~

IONI LEVELS
S (rim) I PZK POWER&v Z+ws)

2 VVatls

I 500 mW
NcilYAG I 532 nm 5 Watts fl~?

3 IF ANY LASER *DIATIONI IS PuLSED OR SCANNED, GIVE THE PuLSE Du%T16N AND RATE AND SCANNING FRE
AMPLITUDE

Scanned. DC. to 500 Hz Arrtplimae: 60 deg., peak to peak

10. REASON FOR REQuESTING VARIANCE
A COMPLIANCE WITH THE LIMITS OF 21 CFR 1Mo 11(c)WouLD RESTRICT THE INTENDED ‘SE OF THE p

COMPLIANCE WOULD LIMIT THE OUTPUT POWER TO THE ExTENT THAT TnE ~E3RED EFFECTS ~ou
SUFFICIENTLY VISIBLE

_ OTHER OR XOITIONIU. EXPLANATION (Sp@&J

FORM FDA 3147 @S7)

f!lsk!lz!$~b
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II MANNER IN MICHITI$ PROPOSED T6DEVIATE FROM THE REQUl REMENTS OF THE@PLlCA5LE $T~DARD
AIT IS PROPOSED TO DEvIATE FROM TIIE PROVISIONS OF 21 CFR 10~.1 I [c) IN TI-IATTrIE ACCESSIBLE EMISSION LEVEL WOULD

E%CEED THE ACCESSIBLE EMISSION LIMITS OF CLASS I OR CLASS II
_ IT IS PROPOSED TO DEvIATE FROM THE PROVISIN OF 21 CFR l~o.11 (c) As FoLLows.

12 ADVANTAGES TO BE DERIVED FROM SUCH DEVIATION
AIASER LIGHT %loWS AND DISPLAYS ARE ACCEPTED POPUIAR MEDIA IN ENTERTAINMENT AND THE ARTS, USE OF PowER

LEVELS IN ExCE!= OF THE LIMITS IMPOSED BY 27 CFR IOQ 11 (C)1SNECESSARY TO ACnl EVE TtrE REQuIRED EFFECTS IN THESE
MEPIA.

_ oTf+ER OR ADDITIONAL ADVANTAGES (as=nb@ and wwa~)

13 WPIJ+lN THE ALTERNATE MEANS OF RADIAfIbN PRoTECTION TO BE Pf?OVIDED (Crwcka> many ~- a: apply m nem 14 “Remarks”,
JI@$Y any f=- na ct-kb-. mww addmmal zheas a>n.=easswSam any aner means d racha[iw prm=w=w mar ~11 ~ @@Y)

a AALL u4sER pRODUcTS. SYSTEMs AND Projectors ‘AWL SE CERTIFIED TO COMPLY WITH 21 cFR 1040 la AND THE CONDITIONS
OF TfiIs VARIANCE AND WILL BE REPORTED AS REQUIRED BY 24 CFR 10a2 10 AND ICU2.12 USING TtIE REPORTING GuIDES PRO-
VIDED FOR SUCH PuRPOSE THESE ACTIONS WILL BE ACCOMPLISH~ PRIOR TO ANY INTRODUCTION INTO COMMERCE

b, ~EFFECTS NOT SPECIFICALLY INDICATED IN THIS vARIANCE A~LICATION WILL NOT SE PERFORMED, NO OTHER EFFECT’5 VWU BE
ADDED UNTIL AN AMENPMENT TO THE VARIANCE HAS SEEN OETAJNED AND THE REQuIRED REPoRTs OR supplements. As
APPLICABLE. HAVE 13EENSUSMITTED

c ~scANNl NG. Projection, OR REFLECTIw oF L4SEF AND COLLATERAL RADIATloN (LIGHT SHOW RADfATION ) INTO AUDIENCE OR
OTHER ACCESSIBLE uNCONTROLLED AREAS WILL NOT BE PERMllTED ExCEPT FOR DIFFuSE REFLECTIONS PRODUCED BY THE
ATMOSPHERE, PPDED ATMOSPHERIC SCATTERING MEDIA, AND TARGET SCREENS

I d & uSER IULXATION LEVELS IN ExCESS OF TfIE LIMITS of CIJS$ I VVILL NOT BE PERMIITED AT ANY POINT LESS TnAN 3,0 METERS
A50vE ANY SURFACE UPON WHICH PERSONS OTVCR Ttww OPf!!RATOBS, PERFQRMER8, OR EMPLOYEES aRE PERMI~FO TO

.. OR 2.5 METERS BELOW OR IN WTERAL SEPARATION FROM ANY PuCE WHERE SUCM PERSONS ARE PERMITTED TO BE
OPEWTORS, PERFORMERS. AND EMPLOYEES VdILLNOT SE REQuIRED OR ALLOWED TO VIEW RADIATION A80vE THE LIMITS OF
c@%s I OR BE ExPOSED 10 RADIATION AEOVE THE LIMITS SPECIFIED w 21 CFR 10fzO1I (c)

e & ANY PRODUCT WHICH RELIES ON SCANNING TO MEET ACCESS, EXPOSURE, OR PRODIJCT CUSS LIMITS WILL INCORPORATE A
SCANNING SAFEGUARD SYSTEM WHICH DIRECTLY SENSES SC:OJER MOTION AND WHICH WILL R=CT FAST ENOUGH To
PRECLUDE ExcEEDING TmE APPuCABLE LIMIT

f -& ALL WSER LIGtiT SNOWS SHALL f3E UNDER THE DIRECT AN PERSONAL CONTROL OF TRAINED, COMPETENT OPERATOR(S) THE
OI+RATCX?(S) WILL

I [1) IMMEDIATELY TERMINATE THE EMISSION OF LIGHT SHOW RADIATION IN TfIE EvENT OF ANY UNSAFE CONDITION.

I (2) BE LOCATED WHERE ALL BEAM PATHS Cm BE DIRECTLY OBSEFNfED AT ALL TIMES, AND

I (3) BEAN EMPLOYEE OF THE VARIANCE HOLDER WtIO WILL BE RESPONSIBLE FOR THE TRAINING AND CONDUCT OF OPERATOR

I e ATHE MxUMUM WER PROJEcToR OUTPUT POWER WILL NOT ExCEED THE LEVEL REQuIRED TO 0E3TAINTHE INTENDED EFFECTS

n + THE PROJECTION SYSTEM (1E, WE PROJECTOR AND ALL OTHER COMPONENTS uSED TO PRODUCE THE LIGHTING EFFECTS
WILL BE SIZCURELY MOUNTED OR IMMOBILIZED TO PREvENT UNINTENDED MOVEMENT OR MISALIGNMENT B- LIMITS WILL
!3E PROVIDED AS AN INHERENT PART OF THE SYSTEM DESIGN TO PREVENT OVERFILLING oF SC REENs, EEAM STOPs, TARGETS.
ETC

~— <

I.ALASER PFXMECTORS WILL NOT BE DELIVERED TO ANY oTHER PAITIY uNDER AN AGREEMENT OF SALE, L~SE. OR LOAN UNLESS
AND UNTILTHE RECIPIENT DEMONSTMTES THAT TnEY HAvE A VARIANCE IN EFFECT AT THE TIME OF DELlvERY THAT PERMITS
THEM TO PRODUCE MSER LIGHT SHOWS INCORPORATING SUCH PRoJECTOR

I A. IN ADDITION To THE REQuIREMENTS OF a CFR IWO-10(h) THE MANUFACTURER oF LASER PROJECToRSsYsTEMS WILL PROVIDE
TO PARTIES WHO PURCHASE, LEASE, OR f242Rt?OwTrtE EQuIPM@JT. W3EQUATE uSER’S INSTRUCTIONS FOR SAFE INSTALUTION
ANKIOPERATION AND WHICH EXPLAJN THE RESPDNSIBILllW OF ThE RECIPIENT AS m INDEPENDENT LIGHT SHOW
MANuFACTURER TO 5uEMIT THE REc2uIREP REPORTS AND APPLY FOR AND CX3TAINA VARIANCE FROM CDRH PRIOR TO
INTRODUCTION INTO COMMERCE OF ANY IASER LIGHT SHOWS

h ATHE REQuI REMENTS OF 21 cFf? 1002 ZQ(a)(l) AND (z) WILL BE ACCOMPLISHED THRQUGPI THE uSE OF wRITTEN PR=EDuFEs
FOR sETuP ALIGNMENT, TESTING, AND PERFORMANCE OF _Cti SHOW THESE PROCEDURES WILL SE IN SUFFICIENT PETAIL TO
ENSURE COMPLIANCE WITH 21 CFf? IMO.1O THE CONDITIONS OF THIS VARIANCE, ANp CONTROL OF ACCESS TO RADIATION

AWLS USING WE FF?OCEDURES DESCRIBED IN THE ANSI 213S,1 STANDARD FOR THE SAFE USE OF U4SERS [AMERICAN NATIONAL
STANDARDS INSTITUTE. 1430 BRoADWRY, NEW YORK, NY 10018) OR ANY OTtIER EQUIVALENT uSER CONSENSUS STANDARD ANf3
ANP, wnERE APPuCABLE, STATE OR LOCAL REQuI REhlENTS MSER MDIATION AREAS WHICH CAN CONTA4N W4DIATION LEvEL’S
A130UETHE LIMITS SPECIFIED IN 21 cFR lr2401 l(c), WILL BE CLEARLY IDENTIFIED W THE POSTING OF WARNING ?4GNS ANDIOR
RESTRICTED Ac~ESS THROUGH PHYSICAL MEANS (SUCH AS PRESSURE SWTGE3. PHOT-ELLS, BARRIERS, GuARLX ETC )
THESE REQuIREMENTS APPLY To TEMPORARY AREAS (SUCH AS DURING sETuP AND ALIGNMENT PROCEDURES) AND TO FINAL
Of? PERMwENT AREk3 THE VARIANCE HOLDER WILL RETAlN THE RECORDS OF THESE PROCEDURES ANP THE RESULTS OF ALL
TESTS AS RECWIREP BY 21 CFR 1002.31, A COPY OF THE VARIANCE APPLltiTIOIt THE APPROVAL LETTER, CURRENT PROCEC?URES
AND RECORDS REMTING TO EACH PARTICULAR SHOW WILL BE WITH TI-IE OPERATOR OR OTHER RESPONSIBLE INDIVIDUAL AND
WILL BE MADE AVAILABLE FOR INSPECTION BY FDA AND OTHER RESPONSIBLE AuTHORITIES

FORM FDS 3147 ($@7)

VUCF.MDBUAAPPDOC “
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I A A!3vANCE wRITTEN NOTIFICATION WILL 8E MADE AS EARLY FNSPOSSI@LE TO APPROPRIATE, .OERAL, STATE AND LOCAL

AuTHORITIES PROVIDING SHow ITINERARY WITH DATES AND LOCATIONS CLGV?LY AND COMPLETELY IDENTIFIED, PM A BASIC
DESCRIPTION OF PROPOSED EFFECTS INCLUDING A STATEMENT OF THE MAXIMUM FOWEF# OUTPUT INTENDED SUCH
NOTIFICATIONS WILL BE MADE. BuT NOT NECESSARILY LIMITED TO

THE CENTER FOR DEvICES AND FoN310LoGICAL HEALTH, OFFICE of COMPLIANCE (FIFZ4121,Z098 GAITHER ROAD. RaWl!-L.E.
MD 2LW30F’ROVIDING THE INITIAL AND CLOSING DATES FOR THE FIxED INSTALLATION AND THE ITINERARY FOR MOBILE SHOWS
IN ADDITION, UNLESS ALL ASPECTS OF mcm SHOW HAVE 13EENREPORTED AND THE ACC ESSI ON NUMBERS CLEARLY
REFERENCED EACH NOTICE WILL INCLUDE DETAILED DESCRIPTIONS OF =CH SHOW AN&A LISTING Of ALL EFFECTS TO BE
PERFORMED IN SUFFICIENT DETAIL TO CONFIRM COMPLIANCE WITH THE RECWIATIONS AND THIS VARIANCE

THE FEDEf?AL AVIATION ADMINISTRATION (Fw+I FOR ANY PRtiJECTIONS INTO OPEN AIRSPACE RT ANY TIME 0 E.. INCLUDING
SET-UP ALIGNMENT REHEARSALS. PERFORMANCES. ETC 1.IF THE FM O!3JECTS TO ANY LASER EFFECTS. THE OELJEC’W3NS
WILL 1+ R’i&LvED AND NY CONbI%ONS REQuESTEfi ~Y F“% WILL BE ADHERED TO IF THESE CONDITIONS CAN NOT BE MET.
THE 0BJECTIONA131-E EFF5CTS WILL BE DELETED FROM THE SHOW

(3) STAfe AND LOCAL F+WJIATIONCONTROL OFFICESJAGENCI Es FOR ALL SQws TO BE PERFORMED WITHIN THEIR JuRISDICTIONS
AU REQuIREMENTS OF STATE AND LOCAL LAw WILL BE SATISFIED ANO ANY OBJECTIONS RAISED BY LOCAL AuTHORITIES
WILL BE RESOLVED OR THE EFFECTS DELETED. (LISTS OF FEDERAL AND STATE OFFICES ARE AVAILABLE FROM THE cENTER
FCV?DEvICES AMY RADIOLOGICAL Hb%LTH UPON REQUEST J

n

6

CERTIFfCATION

I CERTI~ t~~ aII01me apotieImormanonma atatGmem6We u.=. Wplate and CCVWI10Ihe b%J & my kmwdedge and WWr0ti@39@
Iha my tianancaappkwon may be aenmd or my vananco may m3 re.oksd f ma apphcawn IS tound IQ w talaa. mtif.=aamg or mcorrcct
m any rnamrralway I t’wmsubmmerlnvillSubmt all reporrsrequreo by 21 CFR 1D0212 on me laserequipmem and show(s). I
f.rrhe{ urrde~and that i ay be requiredby rag~lwrm or try me Omx?or, Bureau OfRad1010glc4 HealttI 10 supply =..ch Cfher mfwm=m Ihm

f
may ,e me.e~wto cva fim an. ac4on m,> applmwm

I J

15. SI131WTUR 16. NAME ITYpa cx ~mr)

v@.L’wcnMfmLbw# WC ?


